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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 04 April 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-6 and 8 is/are pending in the application. 

4a) Of the above claim(s) 4 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-3,5,6,8 is/are rejected. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



1 . Claims 1-3, 4-6 and 8 are pending in the instant application. Claim 4 remains withdrawn 
as being drawn to non-elected subject matter. 



2. Applicant's response and claim amendments have been fully considered. The grounds of 
objection/rejection set forth in the office action dated November 1, 2007 are maintained and 
hereby made FINAL. Responses to arguments are provided below. 

3. The generic claims remain rejected and prosecution is currently limited to the elected 
species of 1 I'*'"*** i,J " Compounds of Formula I that are not the elected 
species remain withdrawn from further consideration. Applicant is entitled to rejoinder of non- 
elected species upon allowability of the generic claims. 



4. Claims 1-3, 5, 6 and 8 remain objected to for containing non-elected subject matter. Due 
to non-allowability of the generic claims, the elected subject matter is currently limited to the 
elected species. Other claimed compounds within Group I ( p«»e «fn«a«:p» at « >l 



Response to Amendment/Arguments 



Claim Objections 




; restriction requirement dated July 31, 



2007) remain withdrawn as being non-elected subject matter. 
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Claim Rejections - 35 USC § 112 

5 . Below are responses to Applicant's remarks: 

hi i i , i s i v < , i i t 

Applicant's response is noted, however, it is not found to be persuasive. The 
analysis does not hinge on the fact that all compounds have not been reduced to 
practice. Rather, the disclosure of species within the claimed genus appears to be 
limited to the compounds reduced to practice. If this is incorrect, and the 
specification does have disclosure of species in addition to those reduced to 
practice, Applicant is encouraged to provide such showing. 



" s 1 , i o ; § i i i . > r 

•:•>'.. Ik :.:.:iy:.. HtW-S. AfJ§; I kl&HtS lisinss ysiitiiiid asvd \\-\ti h-.u-WSi :>>.:f<;i;f).s-:g 

tfidsi*i<$y.es :v$*tx\: ass «h« :,«s:>i ; iw S^^f^tri.-. Thus.. «p«'H'.W!K<!!i*t; ;:;s is requires ii: WS! 

Ss< Si ( x ') 1 SI , ( f 1 



MPEP 2164.03 

The scope, of the required euabieraent vanes. 
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in t - itii lie desrc i i - Si * i 
hut eYSii m uimi- i - > i i sure of eveiy 
operable species is act required A single embocfonent 
may provide road ens rt ricsse mvolvmg pre 
die table factors, such as mechanical or electric si ele- 
ments y VkK-*? 1-ti F Id 522. 525-27, 6! USPQ 
122, 12? (CCPA 1944); In re Cbofc 439 F.2d 730," 
734, 169 USPQ 29S 301 (CCPA 1971). However, m 
applications directed to mveriGOiis m arts where the 
results are asipredietable. the. -disclosure of a single 
pecies - lih doe; i or. pi ovi. e m a eq ate >as s L u 
upper: aeneri' .h:.:. Z m '7 F.2-d >23 624. 

3.8 USPQ 189, 191 (CCPA 193S). In cases baking 
unpredictable factors pacha- most chemical reacfcosis 
in pir,M»t'o^i it m le ~< riej ned 

>* Fish*; 427 F2d 333, 839, 166 USPQ IS, 24 
CCPA 97 i on tin ha rnd electrical 
eiei t ith lcs t-ons a d h 1 >z n 
* tr ™ ^e d i IT - ''j 77 2d 1 i CZ 

27 US?Q2d 1510, 1513 (Fed. Cir. 1993); 
947 F2d 488, 496, 20 USPQ24 143S, 1445 (Fed Cir. 
1991). Tins is because it is not obvious from die dis- 
closure of one species. : what other species will work. 



It is maintained that the predictability in the instant field of endeavor is low; 
evidence indicates that one of ordinary skill could not predict the operability of 
the invention of any species other than those disclosed. The species disclosed do 
not adequately represent the claimed genus. 



c) " S7w %xx fi is > n 
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Applicant's arguments are noted, however, they are not persuasive for the 
following reasons. The instant claims are drawn to nascent technology, ie. the 
method of treating diseases using compounds of Formula I. MPEP 2164.03 
provides 

("Nascent technology, however, imist be enabled with 

a 'specific and useful reaching.' Hie law requires an 

enabling disclosure for nascent technology because a 

person of ordinary skill in die art has little or so 

knowledge independent from the patentee's instruc- 
tion. Thus, the public's end of the bargain struck by 

the patent system is a fell enahltns* disclosure of the 

chimed technology." 
Moreover, the art of using IL-8 inhibition for treating the claimed diseases 
appears to be unpredictable (Section 8b, office action dated November 1, 2007). 
Therefore, it is maintained that the analysis of the Wands factors provided in the 
previous office action is still proper. 

The 35 USC 1 12 1 st paragraph rejection is maintained and hereby made FINAL. Claims 1-3, 5, 6 
and 8 remain rejected. 



Claim Rejections - 35 USC § 112 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

6. Claim 1 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Applicant's cancellation of" * » Js : * * ! " makes it unclear whether 

IX 

represents an alternative for "Aryl" or for a "substituent to Aryl." Appropriate 
correction is requested. 

Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUN JAE Y. LOEWE whose telephone number is (571)272- 
9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Sun Jae Y. Loewe, Ph.D./ 
6-23-2008 



/Kamal A Saeed, Ph.D./ 
Primary Examiner, Art Unit 1626 



